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Infectious disease screening

Policy 

It is (Insert manufacturer’s name) policy to minimise the risk of transmission of infectious diseases via human blood and blood components, human tissues and human cellular therapy products, in compliance with the Therapeutic Goods Order 88 and FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing, and Administration. 

Mandatory infectious disease testing is performed on TGA licensed platforms.

In addition to the mandatory requirements, additional testing may be performed to further assess infectious diseases status.

Purpose

To minimise the risk of transmission of infectious diseases. 
Scope

This procedure for infectious disease screening applies to living donors of therapeutic products.
Responsibilities

1. Clinicians and phlebotomy staff responsibilities:

· collection of blood samples for testing
· forwarding samples to (Insert manufacturer’s name)  (for NAT and/or serology) or directly to (Insert TGA accredited laboratory).
2. Trained (Insert manufacturer’s name)  personnel are responsible for: 

· checking blood samples 

· completing documentation for Nucleic acid Amplification Technology (NAT)
· packing and transporting NAT samples to the (Insert TGA accredited laboratory)
· delivering serology samples to (Insert TGA accredited laboratory).

· separation and storage of NAT archive samples.

3. (Insert courier name) is responsible for transporting serology samples to (Insert TGA accredited laboratory)
4. Testing facilities are responsible for reporting test results to (Insert manufacturer’s name) in a timely manner. 
5. (Insert manufacturer’s name)  Production Manager is responsible for ensuring:

· infectious disease screening is performed and results reviewed by (Insert manufacturer’s name)
· test results are communicated to and reviewed by clinical staff

· test results are recorded on the Release Form. 

6. (Insert TGA accredited laboratory )is responsible for arranging return of the empty transport container to (Insert manufacturer’s name).

7. (Insert manufacturer’s name) Quality Manager is responsible for reviewing service agreements with testing facilities. 

time of screening

Samples from a living allogeneic donor for infectious disease screening must be collected no more than 7 days prior to, or 7 days after, the collection of blood, blood components, cells or tissue. 
In the case of a cord blood donation, testing applies only to the birth mother, not the infant donor.  

For infant donors less than 18 months old, or up to 6 months beyond breast feeding, whichever is the greater time, the birth mother must also be screened and tested. 

If NAT testing was not performed at the time of collection and the product can be stored for more than 180 days, the donor must be re-tested after 180 days for HIV, HCV and HBV serology. 
Testing of blood samples from donors must take into account any factors (e.g. blood transfusions) which may cause plasma dilution sufficient to alter serology test results. 
Sample Requirements

	(Insert name of TGA accredited laboratory) Serology: 
	2 x 5mL SST (no anticoagulant) preferred. Minimum 1 x 5mL SST.

	(Insert name of TGA accredited laboratory)  NAT:
	2 x 5mL PPT (EDTA and gel plug). 
Minimum 1 x 5mL PPT (in the case of a very small paediatric donor)


1. If necessary, plasma samples may be used for mandatory serology testing at (Insert name of TGA accredited laboratory).
2. For paediatric patients mark the request form "Attention paediatric patient sample". 
Mandatory Tests

HIV – NAT (eye tissue exempt)

HCV – NAT (eye tissue exempt)

HBV – NAT (eye tissue, plasma exempt)

Anti HIV 1/2
Anti HCV

HBsAg 

Anti HTLV 1/2 (eye tissue, plasma exempt)

Syphilis (TPHA) (eye tissue, plasma exempt)

additional tests

CMV antibody testing is required for allogeneic cell therapy donors (unless previously documented to be positive). Sample requirements are the same as for mandatory serology. 

If indicated, clinicians may request additional tests for Epstein-Barr virus, hepatitis A virus, varicella zoster virus, herpes simplex virus or toxoplasmosis.

requests

1. (Insert laboratory company name) pathology request form for serology testing must be completed and signed by the relevant medical officer. 

· The following instruction must be clearly visible:  “Must be tested on a TGA licensed platform”

· Request Copy Reports to (Insert manufacturer’s name). 
A pdf copy of a (Insert laboratory company name) request form, specifically for infectious disease screening, is available from (Insert manufacturer’s name) ((Insert location where request form will be stored)).
2. The (Insert name of TGA accredited laboratory) request form for nucleic acid testing (NAT) will be completed by (Insert manufacturer’s name).

(Insert manufacturer’s name) Reception

1. Check tubes are suitable and labelled with a minimum of two patient identifiers, collection date & time.

2. If the samples accompany a product, record sample receipt, suitability and collection time on the product Receipt Form. 
Serology samples

1. Samples should be tested as soon as possible after collection, ideally within 72 hours. 

2. Ensure a (Insert laboratory company name) pathology request form has been completed for serology testing. Requests must be authorised by the relevant medical officer or (Insert manufacturer’s name) Medical Director.

· Record patient information, date and time of collection and the number and type of tubes collected. 

· Ensure the mandatory serology tests are requested. 

· Copy Reports to(Insert manufacturer’s name) 

· Place samples in a biohazard bag with the request form in the outside pocket. 

3. Deliver to (Insert name of TGA accredited laboratory), for transport to (Insert name of TGA accredited laboratory site)
NAT samples

Two samples tubes are collected. One sample tube is forwarded to the (Insert name of TGA accredited laboratory) for NAT testing. The second is separated for archive at (Insert manufacturer’s name)  
8. For very small paediatric donors, there may only be one sample. In these cases, there will be no archival sample and this should be recorded on the (Insert TGA accredited laboratory) NAT Request Form.

If samples are not to be archived or transported to the (Insert name of TGA accredited laboratory) immediately upon receipt, they must be kept at 2-250C (preferably 2-80C) for up to 72 hours.
Receipt & Labelling
1. Label NAT sample tube with a minimum of 3 patient identifiers and the date and time of collection.

9. Complete the (Insert TGA accredited laboratory) NAT Request Form. 
10. Make a photocopy of the (Insert TGA accredited laboratory) NAT Request Form and stamp it with the (Insert manufacturer’s name) NAT Archive Sample stamp. 

Archival Sample

The second PPT sample is retained for a minimum of 2 years after the expiry date of the product. 
1. Centrifuge one tube at 1100g for 10min at 18-25oC. Samples must be at room temperature when centrifuged.

2. Label two cryopreservation vials with the patient name, UMRN, DOB and collection date.

3. In a BSC, remove the plasma from the PPT tube using a sterile transfer pipette and transfer 1mL into one cryopreservation vial and up to 1.2mL into the second vial.

4. Store samples in the (Insert manufacturer’s name) -300C freezer and update the freezer inventory. Store samples collected from patients for serum eye drop manufacture in the NAT archive boxes labelled EDS and store the rest in the NAT archive boxes labelled Other Samples.
11. Record storage date, location and operator on the photocopy of the (Insert TGA accredited laboratory) NAT Request Form. 
5. Record on the form if there was insufficient sample for storage (e.g. for small paediatric donor).

6. Attach a sample label to the form and file it in the NAT Patient Requests file.

7. Record the sample storage location on the NAT sample archive spreadsheet on L: drive.

NAT Sample Transport to ARCBS
If unable to transport sample to the (Insert name of TGA accredited laboratory) well within 72 hours of collection:  

· Centrifuge at 1100g for 10min at 18-25oC and record on the (Insert TGA accredited laboratory) NAT Request Form. Samples must be at room temperature when centrifuged.

· Once centrifuged, samples may be stored at 2 - 8oC.for up to 13 days from the collection date.
If any samples are to be delivered to (Insert name of TGA accredited laboratory) after 15:00, telephone (Insert name of TGA accredited laboratory) to ensure staff will be available to unpack the samples on arrival. 
1. Place the sample tube into a biohazard bag. Use a separate bag for each donor.

2. Place in the designated location in the (Insert manufacturer’s name) Support Laboratory monitored fridge.
12. If not already done photocopy the completed (Insert TGA accredited laboratory) NAT Request Form.
13. Complete the (Insert TGA accredited laboratory) Sample Shipment Details Form and fax to the NAT Laboratory.

3. Stamp the Shipment form as FAXED and record the date. Staple it to the photocopy of the NAT Request Form and place forms in the NAT Patient Requests file under Outstanding Requests.  
4. Immediately prior to transport prepare a Blood in Motion Silver Bag II (BIM). Use 2 elements, 2 frames and a foam spacer. Ensure element and frames have been refrigerated (2-8oC). 

5. Up to 8 sample tubes may be transported at the same time. 
6. Place samples in the BIM between the frame and the elements and place the foam on top. 
7. Attach the ‘Blood Samples’ label (with recommended storage temperature, delivery and return addresses) to the outside of the bag.
8. Deliver the BIM to (Insert name of TGA accredited laboratory) building on (Insert name of TGA accredited laboratory’s address)
9. After samples have been unpacked, the (Insert name of TGA accredited laboratory) is to return the BIM via the (Insert courier company who will pick up the BIMs) 
Test Results

1. Test results are sent to (Insert manufacturer’s name) as hard copy reports. 

14. Results may also be communicated verbally by authorised (Insert TGA accredited laboratory) staff members. 

15. If necessary, (Insert TGA accredited laboratory) results may also be accessed by (Insert manufacturer’s name) staff from (Insert patient data software application).

2. (Insert name of TGA accredited laboratory) results are sent to (Insert manufacturer’s name) by fax, usually within 24h, and by post. 

· Staple the faxed (Insert name of TGA accredited laboratory) results to the NAT Request and Shipment Forms and place in the Reports Received section in the NAT Patient Requests file.

· If the result is “Non-Reactive”, no further testing will be performed. If the result is “Reactive”, further transcription mediated amplification (TMA) testing will be performed. 

3. (Insert manufacturer’s name) is to ensure positive results are communicated to appropriate clinical staff, as soon as possible.

4. On receipt of the final report, discard the faxed copy and replace with the final report. Store copies of both the serology and NAT reports in the product file. 

5. (Insert manufacturer’s name) is to forward the original final NAT report and a copy of the (Insert name of TGA accredited laboratory) serology report to the relevant clinical staff for review (with the exception of autologous serum eyedrops).
sample retention

Archival samples are stored below -25oC for at least 2 years post product expiry date.
forms

Receipt Form FORM50.

(Insert TGA accredited laboratory)Pathology Request Form

(Insert TGA accredited laboratory) NAT Request Form ARCBS-NAT-L3-057

(Insert TGA accredited laboratory) Sample Shipment Details Form 

Release Form FORM47

Records

Test reports are stored in the donor file. Test results are recorded on the product Release Form.
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